PHU LUC 1: DANH SACH CO' SO SAN XUAT THUOC, NGUYEN LIEU LAM THUOC TAI NUO'C NGOAI PAP NG GMP

Dot 24
( Theo cong van'sd 1()327/QLD-CL ngay 13/10/2Q22Cuc Quan ly Dworc)
D TEN CO’ SO’ SAN . ] - NGUYEN | GIAY CH. |NcAy | NGAY -
STT cc ID CT XUAT PIA CHI PHAM VI CHU'NG NHAN TAC GMP NHAN i Il-lli'; CO' QUAN CAP
1 2043 | AR- |Laboratorios Av.Boyacd No * Thud¢ khéng vé trung (khéng chira khang sinh nhém beta lactam, chat kim t& bao va chat cé hoat tinh hormon): PIC/S-GMP [DI-2018- National Administration
009 |Casasco S.A.l.C 229/37/41/49/63/65 Vi&n nén, vién nén bao phim; Vién nang cirng; Thudc bot, thudc c6m; Thudc ban ran (Nhii twong, gel, Pastes, 4699-APN- of Drugs, Foods and
Terero No.250/52/60 and’|Pomades, kem va m&); thudc dang dung dich. ANMAT#MS ] N  |Medical Devices
Bacacay No. 1843/45-+ * Péng goi so cap: Cac dang thudc khdng vé trung néu trén. YDS and DI- 2' 8 (ANMAT), Argentina
Autonomous City of * Péng goi thir cap. 2019-618- 3, 3'
Buenos Aires, Argentine APN- S 3
Republic; ANMATH#MS
YDS
2 2044 | AT- |Sandoz GmbH - BiochemiestraBe 10, 6250 |San xuat thuéc chira khang sinh nhém Cephalosporins va Penicillins: EU-GMP [INS-481921- Federal Office for Safety
017 |Betriebsstatte / Kundl, Austria * Thu8c vo trung: 14002598- in Health Care, Austria
Manufacturing + Thudc san xuat vo trung: Dung dich thé tich nhd; Thudc dang ran va cdy ghép. 16716498
Site Anti + Xuat xuwéng 16. o -
Infectives & * Thudc khéng vé trung: S =]
Chemical +Vién nang clrng; ThuSc udng dang 1dng; Vién nén, vién nén bao phim; Thudc bdt, thudc cdm. a g
Operations FDF + Xuat xwéng 16. 8‘ 8
Kundl (AICO FDF * Pong goi cdp 1: Vién nang cirng; Thudc udng dang 1dng; Vién nén, vién nén bao phim; Thudc bét, thudc com.
Kundl) * Péng goi cap 2.
* Kiém tra chat lwgng: Vi sinh: vd trung; Vi sinh: Khéng vé trung; Héa hoc/Vat Iy.
3 [2045| BD- [Incepta Dewan Idris Road, Bara * Thudc tiém: thudc tiém déng kho, thudc bot pha tiém, thudc tiém truyén tinh mach. WHO-GMP |DA/6- Directorate General of
003 [Pharmaceuticals |Rangamatia, Zirabo, * Vién nén: vién nén bao, vién nén khdng bao, vién nén giai phdng cham, vién nén giai phéng kéo dai, vién nén sdi, 91/04/14599 Drug Administration &
Limited Ashulia, Savar, Dhaka- Vvién nén phan tan, vién nén dat. q S, [Licensing Authority
1341, Bangladesh * Vién nang: vién nang cirng, vién nang chira dang chét long. 2’ g (Drugs), Government of
* Thudc bét, thuc cdm bao, thudc udng nhé giot, bot pha thudc udng nhoé giot, thudc nhd mili, thudc xit mii, si ro, 8 8 the People's Republic of
dung dich udng, nhii dich udng, bot pha hdn dich udng, Elixir, thudc bt hit. 8 8 Bangladesh
* Thudc chira khang sinh nhém Cephalosporin: thudc vién nén, vién nang, thudc bot pha hon dich, thudc tiém bot.
4 |2046| BD- |Incepta Dewan Idris Road, Bara * Thu6c khéng vo trung: Vién nang clrng, vién nén, vién nén bao phim. EU-GMP |UK GMP ~ ~ Medicines and
003 [Pharmaceuticals |Rangamala, Zirabo, Savar, 35139 Insp 3 S [Healthcare Products
Limited - Zirabo  |Dhaka, Bangladesh GMP : : Regulatory Agency
Plant 35139/9035 §° ;." (MHRA), United Kingdom
04-0003
5 |2047| CH- [Soho Flordis Via Mulini, 6934 Bioggio, |* Thudc khéng v6 trung: Tuong |GMP-CH- Swiss Agency for
028 [International Switzerland + Vién nang citng; Thudc udng dang ldng; Vién nén. duong EU- 1000268 o —, |Therapeutic Products
Switzerland SA + Xuat xudng 16. GMP a S [(Swissmedic)
(Tén cii: Ginsana * Thuéc dugc lidu. g g
SA) * Péng goi cap 1: Vién nang cirng; Vién nang mém; Thudc udng dang long; Vién nén. z? 8‘
* Péng goi cap 2.
* Kiém tra chat lwgng: Vi sinh: Khéng vé trung; Hoéa hoc/Vat ly; Sinh hoc.
6 |[2048| CN- [Shijiazhuang No.4 |Yangzi Road, Economic & |* Thu8c vo trung: Chinese- |HE20180067 [ o « |HebeiFood and Drug
018 |Pharmaceutical [Technological + Thuéc tiét trung cudi: thudc tiém truyén thé tich 16n. GMP § § Administration, People's
Co., Ltd Development Zone, % % |republic of China
Shijiazhuang City : tg

Danh sach co s& dép ing GMP

Trang 1/ 12

bot 24



D TEN CO' SO SAN ) ; ) NGUYEN | GIAY CH. |ncAy | NGAY -
STT cC ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁi’l}\'l CO' QUAN CAP
7 | 2049 cu- [Centrode Avenida 31, entre 158y [* Ddng gdi thi cap: thude tiém (dang 1dng va déng kho); thudc dan; kem WHO-GMP |008-21-B Centro para el Control
001 [Ingenieria 190, Cubanacén, Playa, La |(chtta vaccines (khang virus, khang vi khuan va két hop), chat kich thich mién dich, cac ché pham chéng thiéu mau Estatal de
Genéticay Habana, Cuba (Plant 10)  |khac, thuéc khang)virus dé s dung toan than, chita bénh va chéng huyét khéi) Medicamentos, Equipos
Biotecnologia (céch viét khac Avenue y Dispositivos Médicos
(CIGB) (cach viét |31, between 158 and 190, § g (CECMED), Cuba
khac Center for Cubanacan, Playa, % N
Genetic Havana, Cuba) § 3
Engineering and
Biotechnology)
8 |2050( CY- |Remedica Ltd Aharnon Street, Limassol |* Building 4: ThuSc khdng v6 trung chira khang sinh nhém Cephalosporin: vién nang cirng; vién nén; thudc bot pha EU-GMP |REM04/2021| < |Pharmaceutical Services
005 Industrial Estate, dung dich uéng. /001 § § - Ministry of Health,
Limassol, 3056, Cyprus :' g Cyprus
S 3
9 |[2051| DE- |Novartis Pharma |Oflinger Str. (hodc Thu6c khdng v6 trung: vién nang cirng; vién nén; vién nén bao (bao gdm ca vién nén bao phim). EU-GMP [DE_BW_01_ ~ < |Coquanthdm quyén
011 {Produktions Oflinger Strasse hodc GMP_2022_ § § Dirc (Baden-
GmbH Oeflingerstrasse) 44, 0089 g f‘j Wiirttemberg)
79664 Wehr, Germany g" 5"
10 | 2052 DE- |Rottendorf Ostenfelder StraRe 51-61, |* Thudc khdng vo trung: vién nang clng; vién nang mém; vién nén; vién nén bao dudng, vién nén bao phim, vién EU-GMP [DE_NW_05_ Co quan thdm quyén
016 |Pharma GmbH 59320 Ennigerloh, nén gidi phong kéo dai; vién nén sli bot; thudc bot; pellet; thudc cém. GMP_2021_ b S [Puc
Germany * Thu8c dugc liéu; thube vi lvgng déng can. 0030 2. 3,
* Xuat xwéng thudc khdng v trung. S, 3
* PDéng goi so cap: thudc bot; pellet; thudc cém. & 8
* Ki€m tra chat lwvgng: hda hoc/ vat ly (vb trung; khéng vé trung).
11 | 2053| DE- |Dr.Willmar Willmar-Schwabe-StraBe |* Thudc vé trung: Xuat xudng. EU-GMP |DE_BW_01_ Co quan thdm quyén
043 |Schwabe GmbH & (4, 76227 Karlsruhe, * Thuéc khéng vo trung: Vién nang clrng; vién nang mém; thudc dung ngoai dang 16ng; thudc udng dang ldng; thuéc GMP_2022_ Pilrc
Co. KG Germany (cach ghi khac:  [dang rén (thudc bdt; thudc cdm; thudc dang hat nhé (pillules)); vién nén; vién nén bao phim. 0010
Willmar-Schwabe-Str. 4, D-[* Xuat xwdng Thudc khéng vé trung.
76227 Karlsruhe, * Cac thudc khac:
Germany) + Thudc dwoc lidu. N g
+ Thu8c vi lwgng ddng cin (Homoeopathic products). 3. 8
* Déng goi: 8 :
+Ddng goi so cdp: cac dang thudc & muc Thudc khdng vé trung. & 3
+Ddéng goi thr cap.
* Kiém tra chat lwgng:
+ Vi sinh: Khong vo trung.
+Hda hoc/Vat ly.
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12 | 2054

DE-
054

Ferring GmbH

Wittland 11, 24109 (hoac
D-24109) Kiel, Germany

* Thu8c vo trung:
+ Thu6c san xuat vo.triing chira hormon hodc céc hoat chat c6 hoat tinh hormon: thudc déng khé; dung dich thé
tich nho; cac thudc vé trung khac dang vi nang.
+ Thudc tiét tring cudi: dung dich thé tich nhé.
+ Xudtxuwéng.
* Thudc khéng vé triing chira hormon hodc cac hoat chat c6 hoat tinh hormon:
+ Thudc ubng dang 1dng.
+ Xuat xuwéng.
* Thuéc sinh hoc: thuc tir ngudi (thudc ddng khd san xuat vo trung); cac sdn pham sir dung cdng nghé gen (thudc
déng kho san xuit vé trung).
* Péng goi: dong gbi thir cap.
* Kiém so&t chat lwgng: vi sinh, hda hoc/vat Iy, sinh hoc
* Viéc soi va déng gbi thi cap thuc hién tai Wittland 2, bdo quan tai Wittland 4-6.

EU-GMP

DE_SH_01_G
MP_2021_0
038

20-12-21

10-09-2024

Co quan thdm quyén
Buc

13 | 2055

DE-
062

Daiichi Sankyo
Europe GmbH

LuitpoldstraBe (hodc
Luitpoldstrasse) 1, 85276
Pfaffenhofen, Germany

* Thu8c vo trung:
+ Thudc san xudt vo trung: Thudc déng khé (chi bao gdm ddng géi thir cap va xuat xuwéng).
* Thu8c khéng vd trung: vién nén; vién nén bao phim.
* Thudc sinh hoc: San pham mién dich udng: vién nén Luivac.
* Xuat xwdng thuSc khdng vo trung: thude dung ngoai dang 1dng; thudc udng dang 16ng; thudc cdm pha hdn dich
udng; thudc ban ran; vién nén, vién nén bao phim.
* Xuat xwdng thudc sinh hoc: thudc mién dich; sdn phdm céng nghé sinh hoc (chi bao gdm déng gdi thir cap va xuat
xuang).
* Dong goi:
+DAng goi so cap: vién nang clrng; vién nén.
+Ddng goi thir cap.
* Kiém tra chat lwgng: vi sinh: khéng vé trung; hda hoc/ vat ly; sinh hoc.

EU-GMP

DE_BY_04 G
MP_2022_0
041

28-02-2022

16-11-2024

Co quan thdm quyén
burc

14 | 2056

DE-
070

CSL Behring GmbH

Emil-von-Behring-Strasse
(hodc: Strape) 76
35041 Marburg, Germany

* Thudc vo trung:
+ Thudc san xuat vo trung: Thudc déng kho; dung dich thé tich nhé; san pham khéc: Fibrinogen Based Glue.

+ Thudc tiét trung cudi: dung dich thé tich nho; cac sdn pham khac: Nudc cat pha tiém; dung dich Calciumchloride.

* Ché pham sinh hoc: ché& pham tir mau; sdn pham mién dich; sdn phdm céng nghé sinh hoc; san pham cé ngudn gdc
tlr ngudi hodc dong vat (Aprotinin (Bovine Lung)).

* Thuc khéc: thrombin, fibrinogen tir ngudi

* Xuat xwdng: thudc vé trung; ché phdm sinh hoc (ch& phdm tir mau; san pham liéu phép gene; san pham céng nghé
sinh hoc; sdn pham cé ngudn goc tir ngudi hodc ddng vat).

* Déng goi: déng goi thir cap.

* Kiém tra chat lwgng: Sinh hoc.

* Kiém tra chat lwvgng dwoc thuc hién theo hop dong tai dia chi CSL Behring GmbH, Gérzhduser Hof 1, 35041
Marburg

EU-GMP

DE_HE_01_
GMP_2022_
0120

14-07-2022

10-05-2025

Co quan thdm quyén
blrc

15 | 2057

DE-
071

CSL Behring GmbH

Gorzhauser Hof 1, 35041
Marburg (Stadtteil
Michelbach), Germany

* Thudc vé trung:
+ Thudc san xuat vé trung: thudc déng kho.
* Ché& pham sinh hoc: ché pham tir mau; thudc cdng nghé sinh hoc; sdn phdm c6 ngudn géc tir ngudi hodc déng vat.
* Human-thrombin; fibrinogen tir nguoi
* Kiém tra chat lwvong:
+Visinh: vo trung.
+Hda hoc/Vat ly.
+ Sinh hoc.

EU-GMP

DE_HE_01_
GMP_2022_
0122

14-07-2022

10-05-2025

Co quan thdm quyén
bl
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D TEN CO' SO SAN ) ; ) NGUYEN | GIAY CH. |ncAy | NGAY -
STT cC ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP II'I.[I;'I]\'I CO' QUAN CAP
16 | 2058 DE- |Oncotec Pharma [Am Pharmapark, 06861 * Thu8c vo trung: EU-GMP |DE_ST_01_G ~ < Co quan thdm quyén
087 |Produktion GmbH |Dessau-RoRlau, Germany + Thu6c san xuat vd.trling: Dung dich thé tich 1&n; thudc ddng khd; dung dich thé tich nhé. MP_2022_0 S S [buc
+ Thuéc tiét tring cudi: Dung dich thé tich 16n. 013 E g
* Xuat xudng thube vé trung. % g
* Kiém tra chat lvgng: Hoa hoc/Vat ly; Sinh hoc.
17 | 2059 DE- |HauptPharma Schleebriiggenkamp 15,  |* Thuéc khong vé trung: EU-GMP |DE_NW_05_ Co quan thdm quyén
090 |Miinster GmbH 48159 Miinster, Germany. + Vién nang cltng; vién nén va vién nén bao (bao gdm hormon, chat cé hoat tinh hormon va chat kim t&€ bao dua GMP_2019_ ~ < bulrc
trén co ché& déi khang hormon (rc ché sinh téng hop hormon). 0038 S S
+ Chirng nhan xuit xwéng g ;
* Péng goi cap 1: bao gdm ca vién nang mém (bao gdm hormon, chat cé hoat tinh hormon va chat kim t&€ bao dva ,5' :'r‘
trén co ché d&i khang hormon (rc ché sinh téng hop hormon).
* Kiém tra chat lwong: Hoa ly/Vat ly
18 |2060| DE- [Merckle GmbH Ludwig-Merckle-StraRe 3, |* Thu6c vé trung: EU-GMP |DE_BW_01_ Co quan thdm quyén
118 89143 Blaubeuren, + Thuéc san xuat vé trung: Dung dich thé tich Ién; dung dich thé tich nhé. GMP_2021_ blrc
Germany + Thudc tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nhd. 0077
(* Cach ghi khac: Ludwig- [* Xuat xwdng thudc vé trung: Thubc dong kho; thude dang ban ran; thudc dang ran.
Merckle-Strasse 3, 89143 |* Thudc khdng vé trung: Vién nang cirng; thudc dung ngoai dang 1dng; thuéc udng dang 16ng; vién nén; thudc déng
Blaubeuren, Germany) tui.
* Xuat xwéng thudc khdng vé trung: vién nang mém; vién nhai (chewing gums); dang khung thdm (impregnated b @
matrices); bdt/c6m pha hdn dich; dang bao ché ¢6 4p lyc; dang bén rén; thudc dat; miéng dén qua da. 8. 8
* Thudc sinh hoc: Thuéc cong nghé sinh hoc. g :
* Xuat xudng thudc sinh hoc: Thudc cdng nghé sinh hoc; Thudc sinh hoc khéc (Hylak). R 3
* Thudc khac: Thuéc dwoc lidu; thudc vi lwgng ddng can.
* Péng goi so cap: Vién nang clirng; vién nang mém; thudc dung ngoai dang ldng; thudc udng dang 1dng; vién nén;
thudc dang ran.
* Dong goi thir cap.
* Kiém tra chat lvgng: Hoa hoc/Vat ly.
19 | 2061| ES- |FaesFarma,S.A |C/Méximo Aguirre,14, * Thu8c khéng vé trung: Vién nang cirng; thudc uéng dang 1dng; vién nén; vién nén bao phim. EU-GMP |NCF/EUS/18 Agency for Medicines
001 Lejona- Leioa, Vizcaya, + Xuat xudng |16: Thudc khéng vé trung. 74E/016101/ % [and Health Products
48940, Spain. * Déng goi: 001HVI202 | & & [(AEMPS), Spain
+Ddéng goi so cap: cac dang bao ché trén va vién nang mém. 1 8 3
+Ddng gdi thir cap. b a
* Ki€m tra chat lwgng: vi sinh (khéng vé trung); Héa hoc/Vat ly.
20 | 2062 | ES- |Seid, S.A. Ctra. Sabadell a * Thu8c khéng vé trung: EU-GMP |NCF/2153/0 Ministry of Health of
002 Granollers, Km 15, 08185, [+ Vién nang cling; 01/CAT Government of
Llica de Vall, Barcelona, + Thu6c ubng dang ldng; Catalonia, Spain
Spain + Thuéc dung ngoai dang |dng; < b
(Cach ghi khac: Ctra. +Vién nén. S 8
Sabadell-Granollers, Km [+ Xuat xwdng thudc khéng vé trung. 3. 8.
15, 08185, Llissa de Vall, |* Déng géi: K 3
Barcelona, Spain) +Ddéng goi so cap: Vién nang cirng; Thubc udng dang 1dng; Thudc dung ngoai dang long; Vién nén.
+Ddng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (khéng vé trung); Héa hoc/vat ly.
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D TEN CO’ SO SAN . ] . NGUYEN | GIAY CH. |ncAy |NG6AY _
STT cC ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP ﬁi’l}\'l CO' QUAN CAP
21 | 2063| ES- |Laboratorios Ronda de Valdecarrizo, 6, |* Thudc vé trung (bao gdm ca thudc gay nghién, chat hudng than): EU-GMP |ES/041HVI/1 Agency for Medicines
019 [Normon, S.A Tres Cantos 28760 + Thudc san xuat v .tring: Thudc déng khd; Dung dich thé tich nhd; Thudc cdy ghép va thubc dang rin (chira 9/1 and Health Products
(Madrid) Espana khang sinh nhém B-Lactam); ~ " (AEMPS), Spain
(Céch ghi khac: Ronda de + Thudc tiét tring cudi: Dung dich thé tich I&n; Dung dich thé tich nhé; S S
Valdecarrizo, 6, 28760 * Thugc khéng vo tring (bao gdm ca thudc gay nghién, chat huwdng than): Vién nang cirng (bao gém ca thuéc chira g g
Tres Cantos (Madrid), khang sinh nhém B-Lactam); Thu6c dung ngoai dang 1dng; Thudc udng dang 1dng; Vién nén va vién nén bao phim 8‘ m‘
Spain) (chtra khang sinh nhém B-Lactam, thudc ddc t&€ bao/ thudc kim t& bao, hormon va chat c6 hoat tinh hormon, thuéc
mién dich); Vién nén, vién nén bao phim, vién nén phan tan; Vién bao khang virut.
22 | 2064 | FR- |Recordati Rare Eco River Parc, 30 rue des |* Xuat xudng 16 thudc vé trung. EU-GMP |2020/HPF/F o = |French National Agency
082 |Diseases Peupliers, Nanterre, * Xuat xwdng 16 thudc khdng v trung. R/133 § § for Medicines and
92000, France * Xudt xwdng 16 thudc sinh hoc: sdn phdm mau, sdn pham cong nghé sinh hoc. g' g Health Products Safety
* Déng gbi thir cdp. g @ |(ANSM)
23 | 2065 FR- [Laboratoires BTT (ZI De Krafft, Erstein * Xuat xwéng thudc vo trung; thudc khdng vé trung. EU-GMP |2020/HPF/F French National Agency
089 67150, France * Thu8c khéng vé triing chira penicillin: Vién nang cirng, vién nén, thuéc bét R/112 for Medicines and
* S3n xuat thudc khac: Thudc tir duoc lidu ° ~ |Health Products Safety
* Pong goi so cap: § § (ANSM), France
+ Thuéc khdng vé trung chira penicillin: Vién nang cirng, vién nén, thudc bot 82 :'.'
+Vién nang mém o Lh
+Vién nhai ° -
* Pong goi thir cap.
* Kiém tra chat lwong: Héa hoc/Vat ly
24 | 2066 GR- [Boehringer 5th km Paiania- * Thu8c khéng vé trung: vién nang cirng; vién nén, vién nén bao phim. EU-GMP |80923/23-9- National Organization
013 |Ingelheim Hellas |Markopoulo, Koropi + Xudt xudng thudc khéng vo trung. 2021 & for Medicines (EOF),
Single Member Attiki, 19441, Greece * Pong goi 87069/24-9- Greece
S.A. (Cach ghi dia chicli: 5th |+ Ddng géi so cap: vién nang cirng; vién nén. 2021
(Tén cii: km Paiania-Markopoulo, |+ Ddéng géi tht cap. = S
Boehringer Koropi Attiki, 19400, * Kiém tra chat lwgng: Hoa hoc/Vat ly. 3 8
Ingelheim Ellas Greece; Hoac: 5th km 8 8
A.E) Paiania-Markopoulo, S ~
19400 Koropi, Greece)
25 [ 2067 | HU- |ExtractumPharma |IV. Kérzet 6., Kunfehértd, |* Thubc khéng vé trung: vién nang clrng; thudc bot; thudc cdm; vién nén; vién nén bao phim. EU-GMP |OGYEI/5312 - < National Institute of
009 (Co. Ltd. 6413, Hungary + Xuat xudng: Thudc khéng vé trung. 4-7/2021 S S |Pharmacy and Nutrition,
* Péng goi so cap: cac dang thudc trén, bao gdbm ca vién nang mém. S ; Hungary
* Péng goi thir cap. E g
* Kiém tra chat lvgng: Hoa hoc/vat ly.
26 | 2068 |IE-021|Pinewood Ballymacarbry, Clonmel, |* ThuSc khéng vé trung: Thudc dung ngoai dang |dng; thudc udng dang ldng; thudc bot, thudc cém; thudc dang ban EU-GMP |30882/M002 Health Products
Laboratories Ltd  |Co. Tipperary, E91 D434, |rén (thuSc kem, thudc m&). 81/00001 b S, [Regulatory Authority
Ireland * Péng goi so cap: Thudc dung ngoai dang 16ng; thudc udng dang 1dng; thudc bdt, thudc cdm; thudc dang ban rin 3 8 (HPRA), Ireland
(thuBc kem, thudc m&). 3 S
* Déng goi thir cap. S S
* Kiém tra chat lwong: Vi sinh (khong vé trung); Héa hoc/Vat ly.
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D TEN CO’ SO SAN . ] . NGUYEN | GIAY CH. |ncAy |NG6AY _
STT cC ID CT XUAT DIA CHI PHAM VI CHUNG NHAN TAC GMP NHAN CAP II-.IIIZI]\‘I CO' QUAN CAP
27 | 2069| IN- [Aurobindo Survey Number 314, * Thu8c vo trung: EU-GMP |FIMEA/2020 Finnish Medicines
047 |Pharma Limited |Bachupally, Bachupally + Thudc san xuat vd.trling: Thudc bot pha dung dich tiém/tiém truyén. /006963-6 Agency (FIMEA)
Unit XII Mandal, Medchal * ThuSc khong vé tring: Vién nang cing; thudc bt pha hon dich udng; Vién nén.
Malkajgiri district, * Péng goi so'cap: Vién nang cirng; thudc bdt pha hon dich udng; Vién nén.
Telangana State, 500 090, |* Ddnggadi thir cap. 5 <
India * Kiém tra chat lugng: Vi sinh (V8 trung; Khdng vo trung); Hoa hoc/Vat ly. § §
*Gidy chitng nhan chi giéi han cho cac san phdm sau: Amoxicillin capsules 250mg & 500mg; Dicloxacillin capsules 8‘ 8‘
250mg & 500mg; Cloxacillin capsules 500mg; Flucloxacillin capsules 250mg & 500mg; Co-Amoxiclav tablets 250- ﬁ m‘
125mg, 500-125mg & 875-125mg; Flucloxacillin tablets 500mg, 750mg & 1000mg; Phenoxy methyl penicillin tablets
800mg & 1000mg; Pivmecillinam tablets 200mg & 400mg; Amoxicillin dispersible tablets 375mg, 500mg, 750mg &
1000mg; Co-Amoxiclav PFOS 400+57mg/5ml; Flucloxacillin oral suspension 125mg/5ml; Piperacillin & Tazobactam
injection 4.5g & 2.25g; Amoxicillin injection 250mg, 500mg, 1g & 2g; Ampicillin + Sulbactam for injection 1.5g & 3.0g.
28 | 2070 IN- [Titan Laboratories [Plot No. E-27/1, E-27/2, * Thudc khéng vé trung: Thudc c6m; Pellets; Vién nén, vién nén bao phim. WHO-GMP [NEW-WHO- FDA Maharashtra, India
062 |Pvt. Ltd. M.1.D.C, Mahad, Village - GMP/CERT/ | & @
Jite, Raigad 402309, KD/109577/ | & S
Maharashtra State, India 2022/11/400 & 3
11 2 a
29 [ 2071 IN- |Biodeal Vill. Sainimajra, Nalagarh - [* Vién nén, vién nang cirng, thudc dung ngoai (kem, gel, m&, thudc bét, thudc nhé tai, thudc xit mdi, thudc nhé mii) |WHO-GMP [HFW-H - < |Health & Family Welfare
112 |Pharmaceuticals |Ropar Road, Nalagarh, [Drugs] § § Department Himachal
PVT LTD Distt. Solan (H.p.), 174101 327/06 ] & |Pradesh, India
India S | 8
30 | 2072 IN- [Brawn 13, NIT, Industrial Area, * Thu6c khong chira khang sinh nhém Betalactam: Vién nén; Vién nang cing; Si r6 kho (dang lo & géi); Ché pham WHO-GMP |No. 3/54-1- State Drugs Controller
174 |Laboratories Faridabad-121001, dung ngoai (kem, gel, m&, lotion); Thudc udng dang ldng; Thudc nhéd mat/nhd tai; Dung dich tiém truyén thé tich Drug- - < (Controlling & Licensing
Limited Haryana, India nhd; Dung dich tiém (Vials & Ampoules); Thudc bot kho pha tiém; Bom tiém déng san va thudc dong kho. 2021/10815 S S |Authority), Food &
* Thuc chira khang sinh nhém Penicillins: Vién nang cirng; Si ré khé. g g Drugs Administration,
* Thu8c chira khdng sinh nhém Cephalosporins: Vién nén; Vién nang ctrng; Si rd khé (dang lo & géi); Thubc bot khd 2 2 Haryana, India
pha tiém.
31 [2073| IN- |M/s Akums Drugs |Plot No. 2, 3,4 & 5, Sector |Thuéc tiém bdt Cephalosporin, thudc tiém bt Penicillin, dung dich thudc tiém thé tich nho WHO-GMP [26/1/Ausha - < The Drug Licensing &
228 |& - 6B, IIE, SIDCUL, Ranipun, dhi/57/2019 S S |Controlling Authority,
Pharmaceuticals |Haridwar-249403, /690 : : Uttarakhand, India
Ltd Uttarakhand, India uc': 2
i —
32 [2074| IN- |M/s Akums Drugs |Plot No. 2, 3,4 & 5, Sector |Dung dich thudc tiém thé tich I&n. WHO-GMP [26/1/Ausha - < The Drug Licensing &
228 (& - 6B, IIE, SIDCUL, Ranipun, dhi/185/201 =] S |Controlling Authority,
Pharmaceuticals |Haridwar-249403, 9/688 : : Uttarakhand, India
Ltd Uttarakhand, India g E
33 | 2075| IN- |[Sotac Plot No. PF21, Sanand- Vién nén, vién nén bao phim, vién nang cirng, thuéc dung ngoai, thudc uéng dang léng WHO-GMP (20022072 Food & Drug
244 [Pharmaceuticals |GIDC-II, OPP Teva Pharma, I @ [Administration,
Pvt.Ltd City: Sanand-382110, Dist. 3 8 Gandhinagar, Gujarat
- Ahmedabad Gujarat 8 8 State, India
State, India & &
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34 | 2076 IN- [Glenmark Plot No. - B-25, M.I.D.C, * Vién nén doc t&€ bao): Abiraterone acetat tablets USP 250mg; Axitinib tablets 1mg; Axitinib tablets 5mg; Erlotinib WHO-GMP |NEW-WHO- Food & Drug
275 |Pharmaceuticals [Shendra Aurangabad tablets IP 100mg; Erlotinib tablets IP 150mg; Gefitinib tablets IP 250mg; Imatinib tablets IP 400mg; Arabitro GMP/CERT/ Administration,
Limited 431210 Maharashtra (abiraterone acetatetablets USP 250mg); Arabitro 250mg Tableta (abiraterone acetate tablets USP 250mg); AD/107644/ Maharashtra State, India
State, India * Thu8c dang Aerosol: Betamethasone Valerate foam 0.12%; D'acne foam (clindamycin phosphate foam 1%); 2021/11/383
Dipsotrex-B foam (calcipotriene and betamethasone dipropionate foam, 0.005%/ 0.064%); Powercort E Foam 23 < N
(clobetasol propionate foam 0.05% (emulsion formulation)); 2, 8'
*Thu8c dang hit Inhalation: Formoterol fumarate & budesonide Inhalation (6+200ug); Formoterol fumarate & ﬁ' ﬁ
budesonide Inhalation (6+400ug); Formoterol fumarate & fluticasone propionate Inhalation (6+250ug); Salbutamol 3 S
Presssurised Inhalation BP 100mcg/ actuation; Salmeterol & Fluticasone propionate Inhalation IP (25+125ug);
Salmeterol & Fluticasone propionate Inhalation IP (25+250pg); Rescuwave (salbutamol pressurised Inhalation BP
100mg/ actuation)
35 | 2077 |IT-007|ACS Dobfar S.P.A_ |V.LE Addetta 2a/12 - 3/5- [* Ban thanh pham san xuat vo trung: déng khd cephalosporins; bdt chira hdn hop Cephalosporins; bot chira hdn EU-GMP |[IT/104/H/20 Italian Medicines
20067 Tribiano (M), Italy |[hop Carbapenem:s. 22 Agency (AIFA)
(Cach ghi khac: Viale * Xuat xwdng 16: thudc san xuat vo trung.
Addetta 2a/12 - 3/5- * Péng goi thir cap; N 5
20067 Tribiano (M), Italy; |* Kiém tra chat luvgng. 8' 8
hodc Viale Addetta 2a/12- 5 8.
3/5, 20067 Tribiano, 8 p
Milano, Italy)
36 | 2078 [IT-037|Opella Healthcare [Viale Europa, 11-21040 * Thu8c khéng vé trung: Thudc uéng dang ldng. EU-GMP |[IT/9/H/2022 Italian Medicines
Italy S.R.L. Origgio (VA), Italy * Xuat xwdng thudc khdng vé trung. Agency (AIFA)
(Tén cli: SANOFI  [(* Cac cach ghi khac: * Thudc sinh hoc (men vi sinh): Vién nang cirng; Thudc udng dang 1dng; Thudc bét, thubc cdm. N 5
S.R.L) - Viale Europa, 11 Origgio [* Xuat xwdng thudc sinh hoc: Men vi sinh. 2' g
(VA), Italy * Thuéc duoc liéu: Thudc udng dang ldng. S 8
- Viale Europa 11, IT- * Péng goi so cap: Vién nang cirng; Thubc udng dang 16ng; Thudc bot, thudc cdm. b 3
21040 Origgio, Italy) * Déng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (khong vé trung); Héa hoc/Vat ly.
37 | 2079 [IT-063|Sanofi S.R.L. Via Valcanello, 4 - 03012  |* Thudc vé trung: EU-GMP [IT/13/H/202 Italian Medicines
(Tén cii: Sanofi Anagni (Fr), Italy + Thudc san xuat vo trung: Thudc bét dong khd pha tiém (bao gdm ca thudc chira hormon va chit cé hoat tinh 2 Agency (AIFA)
S.P.A) hormon); dung dich thé tich nho.
+ Thudc tiét trung cudi: Dung dich thé tich nhé.
* Thu6c khéng vo trung: Vién nang cirng; thudc udng dang 1dng; vién nén, vién nén bao dwdng, vién nén bao phim; ~ <
Thudc dat (Chi kiém nghiém va xuat xudng); Thuéc cém (ban thanh pham). § §
* Thuéc sinh hoc: o &
+ San pham cong nghé sinh hoc: DNA/Protein tai t6 hop (Thudc dong kho, dung dich thé tich nhé san xuat vo ; O‘E
trung).
* Xuat xudng thubc vo trung, thudc khéng vé trung, thudc sinh hoc (San phdm cdng nghé sinh hoc).
* Péng goi so cap: Vién nang clrng; thudc udng dang 1dng; vién nén; Thudc dat.
* Péng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (vo trung, khdng vo trung); Héa hoc/Vat ly; Sinh hoc.
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38 | 2080 |IT-092|GlaxoSmithKline |Bellaria-Rosia-53018 * S3n xuat san pham mién dich: EU-GMP [IT/79/H/202 Italian Medicines
Vaccines S.R.L. Sovicille (SI), Italia - H6n dich tiém trong'bam kim tiém déng s3n Bexsero (Meningococcal group B vaccine - rDNA, component, 1 Agency (AIFA)
adsorbed);
- Bot va dung méi pha hdn dich tiém Menjugate/Menjugate Kit (Meningococcal group C oligosaccharide Conjugate
vaccine; adsorbed);
- Hén dich tiém Menjugate Liquide (Meningococcal group C oligosaccharide Conjugate vaccine, adsorbed);
=BOt va dung dich pha dung dich tiém Menveo ((Meningococcal group A, C, W135 and Y Conjugate vaccine);
- H6n dich tiém Anatetall (tetanus toxoid adsorbed) (chi déng 6ng/lo, dan nhan, déng géi);
- B6t va dung dich pha dung dich tiém Rabipur/ Rabavert (Rabies virus inactivated, strain Flury LEP) (ddn nh&n, dong < b
g6i); N N
- HOn dich tiém Td-Pur (Purified Tetanus & Diphteria toxoid) (d6ng dng/lo, déng géi); 8. g
- H6n dich tiém Tetanol Pur (Purified Tetanus toxoid) (déng &ng/lo, déng gdi); I 8
- Hon dich tiém trong bom kim tiém déng sdn Fluvaval (Thiomersal Free Quadrivalent influenza vaccine) (déng 6ng);
- Bot va ta dwoc hap phu cho hd dich tiém Shingrix (Zoster vaccine recombinantm adjuvated) (chi déng géi).
- Men Acwy liquid (dung dich tiém)
- Pandemic Influenza Vaccine (Adjupanrix) (d6ng lo, soi, déng géi, khéng bao gdm hap phu)
39 | 2081 [IT-095|Patheon Italia Viale G.B. Stucchi, 110- *Thudc vo trung EU-GMP |[IT/52/H/202 Italian Medicines
S.P.A. 20900 Monza (MB), Italy [+ Thu8c san xuét vé trung: thudc déng khé chira prostaglandins; dung dich thé tich nhé chira chat trc ché mién dich 1 Agency (AIFA)
(bao gdm ca thudc cong nghé sinh hoc va san pham mién dich); - <
+ Thudc tiét trung cudi: dung dich thé tich nhé; S S
* Thudc sinh hoc: thudc di nguyén, vac xin téi té hop; g g
* Thu6c cdng nghé sinh hoc: protein tai t6 hop; khang thé don dong; 8 8
* Xudt xwéng thudc vo trung ;
* Déng goi thir cap.
* Kiém tra chat lwgng: vi sinh vo trung va khong vé triing; héa hoc/ vat ly; sinh hoc.
40 (2082 JP- [Otsuka 224-18, Hiraishi Ebisuno, [* San pham: Japan- [3630108000 Ministry of Health,
041 [Pharmaceutical Kawauchi-cho, Tokushima-| + Pletaal OD tablets 50 mg (Vién nén tan ra trong miéng). GMP 206 ] S, [Labour and Welfare
Co., Ltd. - Second [shi, Tokushima 771-0182, + Pletaal OD tablets 100 mg (Vién nén tan rad trong miéng). (twong 2. g (MHLW), Japan
Tokushima Japan dwong EU- S, 3
Factory GMP) ] 3
41 | 2083 | KR- [HKinno.N 20, Daesosandan-ro, * Thu8c vo trung: Dung dich thudc tiém truyén, nhii twong thudc tiém truyén PIC/S-GMP [2022-G1- ~ . |Daeieon Regional Food
026 |Corporation Daeso-myeon, Eumseong- |* Thu8c khéng vé trung: Thudc chira khang sinh nhém Cephalosporin: Vién nén, thudc bét pha siro. 0981 S S |and Drug
(Téncii: C) gun, Chungcheongbuk-do, g g Administration, Korea
HealthCare Republic of Korea z? 8‘
Corporation)
42 (2084 KR- [HKinno.N 20, Daesosandan-ro, * Thudc vo trung: Dung dich thudc tiém truyén. PIC/S-GMP [2022-G1- ~ » |Paejeon Regional Food
026 |Corporation Daeso-myeon, Eumseong- |* Thu8c khéng vé trung: Thudc chira khang sinh nhém Cephalosporin: Vién nén, thudc bét pha siro. 0987 S S |and Drug
(Téncii: C) gun, Chungcheongbuk-do, g g Administration, Korea
HealthCare Republic of Korea z? 8‘
Corporation)
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43 (2085 KR- [KMSPharm Co., |236 Sinwon-ro, ** Thugc udng dang ran:Vién nén, vién nén bao phim; vién bao phim tan trong ruét, vién giai phéng kéo dai, vién PIC/S-GMP [2022-D1- ~ < |Gyeongin Regional
029 |Ltd Yeongtong-gu, Suwon-si, |bao dudng, vién bao2'lan. 0294 § § Office of Food and Drug
Gyeonggi-do, Republic of g' :' Safety, Korea
Korea * o
44 | 2086 | KR- |Dongkoo 18 Jeyakgongdan 2-gil, * \/ién nén, vién nén bao phim; Vién nang cirng, vién nang mém; Thudc uéng dang 1dng; Siro; Thuéc kem; Thuéc m&; | PIC/S-GMP [2022-D1- ~ " Gyeongin Regional Ofice
040 |Bio&Pharma Co., |Hyangnam-eup, Lotion. 1432 S S |of Food and Drug
[N} o~
Ltd Hwaseong-si Gyeonggi- 8‘ E,I’ Safety, MFDS, Korea
do, Republic of Korea < =N
i i
45 | 2087 | KR- |Nexpharm Korea |168-41 * ThuBc udng dang ran: Vién nén, vién nén bao phim; Vién nang ctng; ThuSc c6m, thudc bot. PIC/S-GMP [2022-G1- Daejeon Regional Office
053 |Co., Ltd. Osongsaengmyeong 4-ro, |* Thudc udng dang Idng: Dung dich, hén dich, nhii dich 0120 ~ < of Ministry of Food &
Osong-eup, Heungdeok- § § Drug Safety, Korea
gu, Cheongju-si, o ~
o —
Chungcheongbuk-do, z? %H
Republic of Korea
46 | 2088 KR-1'|IL-YANG 8 Bio valley 3-ro, Jecheon- [* Vién nén; vién nén bao phim; vién nang. PIC/S-GMP [2022-G1- Daejeon Regional Office
054 |BIOPHARM si, Chungcheongbuk-do, 0021 It S |of Food and Drug Safety
Republic of Korea 5" $ - Ministry of Food and
38 S [Drug Safety, Korea
47 |2089| KR- [MG Co., Ltd 27, Yongso 2-gil, Dung dich/ nhii dich thu8c tiém truyén. PIC/S-GMP [2022-G1- ~ < Daejeon Regional Food
097 Gwanghyewon-myeon, 0227 9 S |and Drug
[o\] o~
Jincheon-gun, ~ & |Administration, Ministry
o —
Chungcheongbuk-do, :’ g‘_'b of Food and Drug Safety,
Republic of Korea Korea
48 (2090 KR- [RP Bio Inc. 35-7 Jeyakgongdan 4-gil, [* Thu8c khéng vé trung: Vién nang mém PIC/S-GMP [2020-D1- ° ~ |Gyeongin Regional
110 Hyangnam-eup, 0951 S S |Office of Food and Drug
[o\] [
Hwaseong-si, Gyeonggi- 8‘ ‘:.' Safety, Korea
do, Republic of Korea S ~
— o~
49 | 2091 MY- |B.Braun Medical |Bayan Lepas Free * ThuBc v6 trung c tiét trung cudi: Dung dich thé tich I&n; dung dich thé tich nho. PIC/S-GMP [2151/21 - ~ |National Pharmaceutical
003 |Industries Sdn. Industrial Zone, 11900 * Xuat xwéng thudc vo trung. =] S [Regulatory Agency,
¢ (Y] o~
Bhd. Bayan Lepas, Pulau * Pong goi thir cap. g 8‘ Ministry of Health
Pinang, Malaysia. * Kiém tra chat lwgng: vi sinh: vé trung; héa hoc/ vat ly. 2‘ m‘ Malaysia
50 |[2092| PK- |M/s Medicraft 126-B, Industrial Estate, *Thudc khéng vé trung: Vién nén; vién nén bao phim; vién nang cirng (bao gdm ca thuéc chira khang sinh nhém WHO-GMP [F11- Drug Regulatory
002 [Pharmaceuticals, |Hayatabad, Peshawar, Cephalosporin); bot pha hdn dich udng (bao gdm ca thudc chira khang sinh nhém Cephalosporin); thudc siro dang 23/2022- ~ " Authority of Pakistan
(Pvt) Ltd Khyber Pakhtunkhwa, l6ng. DRAP-43 S S |(Peshawar)
’ " oo N PR w s " . - 1 N & . )
Pakistan * Thudc vo trung: dung dich tiém/tiém truyén thé tich nhd; thudc tiém (bao gom ca thudc hwdng than); thude bot 3 3 Ministry of National
pha tiém (chtra khdng sinh nhém Cephalosporin) 2 3' Health Services,
Regulations &
Coordination
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51 |2093| PL- |Glaxosmithkline |ul. Grunwaldzka 189, 60- |* Thudc khéng vé triing (bao gdm ca thudc chira hoat tinh manh/déc tinh cao/nhay cdm/chat dé chay/gay kich tng): | EU-GMP [IWSF.405.29. Chief Pharmaceutical
005 |Pharmaceuticals |[322 Poznan, Poland Vién nang ctrng, vién'nang mém, thudc ban ran. 2022.1P.1 < S [Inspector, Poland
S.A (cach viét khac: WTC/0092_0| & I
Grunwaldzka 189 Street, 1.03/43 S =
60-322 Poznan, Poland) S 3
52 | 2094| PL- |Celon PharmaS.A [ul. Mokra 41A, 05-092 *Thu8c khéng vé trung: Thudc bot dang hit EU-GMP |IWSF.405.60. " Chief Pharmaceutical
026 Lomianki/Kielpin, Poland 2022.MP.3 S S |Inspector, Poland
WTC/0062_0 g g
1.01/100 NG 2
— o~
53 | 2095| PL- [Celon PharmaS.A [ul. Marymoncka 15, 05- * Thu8c khéng vé trung: Vién nang cirng, vién nén, Thudc bdt dang hit EU-GMP |IWSF.405.60. " Chief Pharmaceutical
027 152 Kazun Nowy, Poland 2022.MP.1 S S |Inspector, Poland
WTC/0062_0 5 g
2.01/98 NS B
— o~
54 |[2096 | SG- |Novartis 10 Tuas Bay Lane, 637461 |* Thudc khéng vo trung: vién nén, vién nén bao phim uéng PIC/S-GMP |MCGM2000 ° " Health Sciences
002 [Singapore Singapore, Singapore 368 S S |Authority (HSA),
Pharmaceutical 5 g Singapore
Manufacturing z& D‘
Pte.Ltd
55 | 2097 [SI-005|KRKA, d.d., Novo |Smarjeska cesta 6, Novo |* Thu8c vé trung: EU-GMP (401- Agency for medicinal
Mesto mesto, 8501, Slovenia + Thu6c sdn xuat vé trung: dung dich thé tich I&n; dung dich thé tich nhé (chira hormon hodc chat cé hoat tinh 12/2021-5 products and medical
hormon). ] Y, |devices of the Republic
+ Thudc tiét trung cudi: dung dich thé tich I&n; dung dich thé tich nhé (chira hormon hodc chat cé hoat tinh 3 8 of Slovenia
hormon). 8 '5
+ Xuat xudng 16. 3 Q
* Dong goi thir cdp.
* Kiém tra chat lwgng: Vi sinh (V6 trung, khéng vé tring); Héa hoc/Vat ly; Sinh hoc.
56 |[2098( SM- |ValpharmaS.p.A. |Via Ranco, 112 (loc. * ThuSc khéng vo trung: EU-GMP |IT/31/H/202 Italian Medicines
001 SERRAVALLE), Serravalle, +Vién nang cing (bao gdm ca san pham cé ngudn géc tir dong vat); Vién nén (bao gdm ca vién nén phéng thich 2 Agency (AIFA)
47899, San Marino (cach |kéo dai); Thudc c6m ban thanh phdm (bao gdm ca sdn pham cé ngudn goc tir déng vat). N g
viét khéc: Via Ranco, 112 + Xuat xudng |6: Cac san pham ban thanh pham. 3 8
Serravalle, 47899, San * Thuéc sinh hoc: 8. 8
Marino) + Thuéc c6 ngudn gdc tir ddng vat: Vién nang ban thanh phdm; Thudc c6m ban thanh pham. 2 N
+ Xuat xudng 16: Vién nang ban thanh pham va thudc c6m ban thanh pham.
* Kiém tra chat lwvgng (San phdm ban thanh phdm): Vi sinh: Khéng vé trung; Hoa hoc/Vat ly.
57 |2099| TR- |Pharmactive llag |Cerkezkdy, Organize * Thu8c khéng vé trung: Vién nang cirng (Vién nang cirng tan trong rudt, vién nang clrng, vién nang clng gidi phdng | PIC/S-GMP [TR/GMP/202 Turkish Medicines and
020 |Sanayi ve Ticaret [Sanayi Bolgesi Karaagac |kéo dai); Thudc dung ngoai dang ldng (dung dich xit niém mac miéng, dung dich xit mii, thudc xit ngoai da, nwéc sic 2/31 Medical Devices Agency
AS. Mabhallesi Fatih Bulvari, miéng, hdn dich thut triec trang, nhii dich); Thudc dung trong dang 1dng (thudc udng nho giot, dung dich udng, si ro,
No: 32, Kapakli Tekirdag, [hdn dich udng, nhii dich); Thuc dang bén ran (kem, gel, m&); Vién nén (Vién nén, vién nén bao phim, vién nén bao
Turkey tan trong rudt, vién nén sui, vién nén nhai, vién nén giai phéng kéo dai, vién nén rd trong miéng, vién nén bao); N 3
Thudc dang rén khéac (Thudc bot sti bot, c8m sti bot, bt pha hdn dich udng, thudc bat dung ngoai). 2. 8'
* Xudt xwdng thudc khéng vé trung. S 8.
* Péng goi so cap: Thudc khdng vo trung: Vién nang clirng; Thudc dung ngoai dang ldng; Thudc dung trong dang léng; I 3
Thudc dang ban rén; Vién nén; Thudc dang rin khac.
* DAng goi thir cap.
* Kiém tra chat lwgng: Vi sinh (V6 trung, Khéng vé trung); Héa hoc/Vat ly; Sinh hoc.
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58 |[2100| TR- |AROMA iLAC SAN. |Vakiflar OSB Mahallesi, * Thu8c vo trung: PIC/S-GMP |TR/GMP/202 Turkish Medicines and
028 (LTD. STi. Sanayi Caddesi, No: 22/1 |- Thu8c san xuat vé trung: 1/307 Medical Devices Agency
Kat 2, Ergene/Tekirdag, + Thuéc déng kho (bao gdm ca thudc bot ddm dic pha dung dich dé tiém truyén va bot pha dung dich udng). (TMMDA)
Turkey + Dung dich\thé tich nhé dang ampoule, lo.
- Thudctiét trung cudi: - ~
+ Dung dich thé tich nhé dang ampoule, lo. S S
¢ o~ o~
*Thudc sinh hoc: & &
X Y 2 re A . z . ’ ’ . ~ 2 a x - A
- Thuéc mién dich (san xuat mot phan bulk (trdn san pham bulk vé trung trudc khi déng), ddng goi so cap va thir cap m‘ ;'.’
cho vic xin bat hoat Coronavac Trung Qudc phat trién bdi cdng ty SINOVAC).
- S4n pham cé ngudn géc tir ngudi hodc dong vat.
* Péng goi thir cap.
* Kiém tra chat lwgng: hda hoc/vat Iy.
59 |2101| TW- [Ying Yuan No. 26, Shin Chong Road, |* Thu6c vé trung: PIC/S GMP [5331 & — |Ministry of Health and
017 |Chemical Tainan, Taiwan + Thudc san xuét vb trung: Thudc tiém thé tich nhd; dung dich nhd mat, tai, mi thé tich nho. § § Welfare, Republic of
Pharmaceutical * Thudc khong vo trung: Thudc dang dung dich dung trong, dung ngoai; thudc bén ran; vién nén, vién nén bao, thudc '5' Oo'\ China (Taiwan)
Co., Ltd. b6t, thudc cdm, vién nang cirng. m’ g'
60 |[2102| US- |Hospira Inc. Highway 301 North, Rocky |* Thuéc vé trung: U.S. cGMP [Bdo cao g United States Food and
007 Mount, North Carolina - Thu6c sdn xuat vo trung: Thudbc tiém thé tich nho (twong [thanhtra, g Drug Administration
v 2 v v 2 ~ o ” —
(NC), 27801, United States |- Thudc tiét trung cudi: Thudc tiém thé tich nho duong EU- [S6 dang ky Al (U.S. FDA)
i
American (USA). GMP) |cosd san N
Xuat trén < N
website US 9 o
FDA: s | Q
< —
1021343 S -
f [a2}
Q
=]
S
~<§
>
(T
a0
4
61 | 2103 | US- |Bausch and Lomb [8500 Hidden River Thudc vé trung: hdn dich nhd mat Lotemax (Loteprednol Etabonate) U.S. cGMP |Bao cao b= United States Food and
018 |Incorporated Parkway, Tampa, FL (twong [thanh tra, g Drug Administration
(cach ghi khac: 33637 (cach ghi khac: duwong EU- S8 dang ky § N (U.S. FDA)
Bausch and Lomb [Tampa, Florida 33637), GMP) |cosd san © o
Inc) United States of America . Xuat trén = E
. [ —
website US g f‘;"
FDA: 5
~©
1000113778 g
a
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NGAY

D TEN CO’ SO’ SAN - . A NGUYEN | GIAY CH. |NGAY | pe
STT ID CT -, DIA CHI PHAM VI CHUNG NHAN < A o HET CO' QUAN CAP
cc XUAT ’ : : TAC GMP NHAN CAP HAN Q
62 |2104| US- |West-Ward 1809 Wilson road, * San pham: Vién nén bao phim Tradjenta (Linagliptin 5mg); Tén tai Viét Nam: Trajenta. U.S. cGMP |Bao cao o United States Food and
022 [Columbus Inc. Columbus, OH 43228, (twong [thanh tra, b=} Drug Administration
¢ N
(hodc: Ohio 43228), duong EU-|SO dang ky > (U.S. FDA)
United States of America GMP) |co's& san § ~
xuét trén : §
website US z &
FDA: [S &
1510690; £
CPP: FAKM- S
F4RU 2
o
63 | 2105 US- |Sanofi Pasteur Inc.|1 Discovery Drive Véc-xin MENACTRA® (polysaccharide ndo mé cau (nhém huyét thanh A, C, Y va W-135) va protein gidi doc t6 bach U.S. cGMP |Bao cao g United States Food and
062 Swiftwater, PA 18370, hau) (twong [thanh tra, Q Drug Administration
¢ (o)
United States duong EU-|SO dang ky <) U.S. FDA
S~
GMP) |cosd san 2
PN a
xuat trén s ~
website US 9 o
FDA: 5 Ry
< S
2518760; S ;.’
CPP:NCTU- | 5
X62F WHO 2
i,’
>
(T
a0
=
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